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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days wiW be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 Responsive to communication(s) filed on 02 October 2003 . 
2a)S This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Exparfe Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) 13 Claim(s) 22.25.26.28-30 and 32-40 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 22.25.26.28-30 and 32-40 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 20 June 2000 is/are: a)n accepted or b)S objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) 0 The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) M Information Disclosure Statement(s) (PTO-1 449) Paper No{s) 22 . 6) □ Other: 
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DETAILED ACTION 

Information Disclosure Statement 

The information disclosure statement filed 10/2/03 complies with the provisions of 37 CFR 
1.97, 1.98 and MPEP § 609. It has been placed in the application file, and the information referred 
to therein has been considered by the examiner as to the merits. 

Drawings 

1. The drawings are objected to under 37 CFR 1.83(a). The drawings must show every feature 
of the invention specified in the claims. Therefore, the coating, the rectangular cross-section and the 
multifilar wire of claims 34 - 37, 39 and 40 must be shown or the feature (s) canceled from the 
claim(s). No new matter should be entered. 

A proposed drawing correction or corrected drawings are required in reply to the Office 
action to avoid abandonment of the application. The objection to the drawings will not be held in 
abeyance. 

Claim Rejections - 35 USC $ 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign countiy or in public use or on sale in 
this country, more than one year prior to die date of application for patent in the United States. 

3. Claims 24 - 26, 28, 34, 35, 37 and 38 are rejected under 35 U.S.C. 102(b) as being anticipated 
by U.S. Patent No. 5,067,489 to Lind (cited by Applicant). 

4. In reference to claims 24 - 26, 28, 34, 35, 37 and 38, Lind discloses a guidewire including an 
elongate core (12') composed of a nickel-titanium alloy (Col. 3, lines 66 - 68) including a length, a 
proximal and distal portion; a continuous, unitary coil composed of a second material and that 
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surrounds the length of the core and extends distal of the distal portion of the core (Col. 4, lines 45 
- 48); and a tip composed of a polymeric material (Col. 3, lines 30 - 53) and extending from a distal 
portion of the coil. The second materia! comprises stainless steel (Col. 2, lines 65 - 68). Lind 
discloses a lubricious coating and the coil comprising a rectangular cross-section and a circular cross- 
section (Col. 2, lines 56 - 63), 

Claim Rejections • 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sou^t to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

6. Claims 22, 25, 26, 28, 30, 33 - 35 and 38 - 40 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 6,139,640 to Rost et al. in view of U.S. Patent No. 5,067,489 to 
Lind. 

7. In regards to claims 22, 25, 26, 28, 30, 33 - 35 and 38 - 40, Rost et al. discloses a guidewire 
including an elongate core (60) composed of a nickel- titanium alloy (Col. 9, lines 5-16) including a 
length, a proximal and distal portion and a continuous, unitary coil (62) composed of a second 
material and that surrounds the length of the core and extends distal of the distal portion of the 
core. The second material comprises stainless steel (Col. 9, lines 5-16). The distal portion of the 
core is tapered (Col. 7, lines 20 - 22). Rost et al. discloses the coil having a pitch that varies at least 
once (Col. 6, lines 46 - 47), having a circular cross-section and being formed of a cross-wound 
multifilar wire (Col. 6, lines 55 - 60). Rost et al. discloses the coil comprising a lubricious coating 
(Col. 9, lines 17 - 24). Rost et al. discloses a traumatic distal tip (40) of braze, solder, or adhesives 
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for attaching coil and core components (CoL 6, lines 50 - 54). However, Rost et al. fails to disclose 
the dp being composed of a polymeric material. Lind discloses an autraumatic distal tip being 
composed of a polymeric material (Col. 3, lines 30 - 53). It would have been obvious to one having 
ordinary skill in the art to modify the tip as disclosed by Rost et al. to be composed of a polymeric 
material as taught by Lind in order to minimize tissue trauma upon insertion into the body. 
8. Claims 22, 25, 26, 28, 30, 34, 35, 37 and 38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 6,245,030 to DuBois et al. in view of U.S. Patent No. 6,106,485 
to McMahon. 

In regards to claims 22, 25, 26, 28, 30, 34, 35, 37 and 38, DuBois et al. discloses a guidewire 
including an elongate core (12) composed of a nickel-titanium alloy (Col. 3, lines 56-61) including 
a length, a proximal and distal portion and a continuous, unitary coil (14) composed of a second 
material (Col. 3, lines 20 - 22) and that surrounds the length of the core and extends distal of the 
distal portion of the core. The second material comprises stainless steel (Col. 3, lines 20 - 22). The 
distal portion of the core (26) is tapered. DuBois etal. discloses the coil having a rectangular cross- 
section or a circular cross-section (Col. 5, lines 10-15). DuBois et al. discloses the coil comprising 
a lubricious coating (Col. 5, line 63 - Col. 6, line 10). DuBois et al. discloses a distal tip (18) but fails 
to disclose the tip being composed of a polymeric material. McMahon teaches a guidewire having a 
polymeric tip (20) for preventing trauma to the patient upon insertion into the body. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made to modify 
the tip as disclosed by DuBois et al. to be composed of a polymeric material as taught by McMahon 
in order to prevent trauma during insertion. 
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9. Claim 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent No. 
5,067,489 to Lind as applied to claim 22 above, and further in view of U.S. Patent No. 5,947,940 to 
BeiseL 

In regards to claim 29, Lind fails to disclose using a precipitation hardened allow as die coil 
material. Beisel discloses a precipitadon hardened allow as the coil material for aiding guidewire 
insertion into a patient. It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the guidewire of Lind to include the precipitation hardened alloy 
as taught by Beisel to increase the coil sdffness and enhance torqueability. Furthermore, the 
selection of a known material based upon its suitability for the intended use is a design consideration 
within the skill of the art. Inr^Ushin , 227 F.2d 197, 125 USPQ 416 (CCPA 1960). 

10. Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent No. 
5,067,489 to Lind as applied to claim 22 above, and further in view of U.S. Patent No. 5,885,227 to 
Finlayson. 

In regards to claim 32, Lind discloses a polymeric tip (Col. 3, lines 37 ~ 38), but fails to 
disclose the tip including radio-opaque material. Finlayson discloses a guidewire having a polymeric 
tip (20) that includes radio-opaque material (Col. 3, lines 29 - 35). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the polymeric tip as 
disclosed by Lind to include radio-opaque material as taught by Finlayson to allow the tip of die 
guidewire to be seen with an imaging device while performing a medical procedure. 

11. Claim 36 rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent No. 
5,067,489 to Lind as applied to claim 34 above, and further in view of U.S. Patent No. 5,997,517 to 
Whitboume. 
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In regards to claim 36, Lind discloses a polymeric coating, but fails to disclose the coating 
being colored. Whitboume teaches the use of a colored coating with various medical devices such 
as guidewires to enhance the performance of the devices (Col. 4, lines 2-11). It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify the 
guidewire as disclosed by Lind to include a colored coating as taught by Whitbourne to enhance the 
performance of the guidewire by assisting in the identification of the guidewire. 

Response to Arguments 

12. Applicant's arguments with respect to the claims have been considered but are moot in view 
of the new ground(s) of rejection. 

Conclusion 

13. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jonathan ML Foreman whose telephone number is (703)-305-5390. The 
examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Max F Hindenburg can be reached on (703)308-3130. The fax phone numbers for the organization 
where this application or proceeding is assigned are (703)-872-9306 for regular communications and 
(703)-872-9306 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703)-308-0858. 



JMLF 

December 29, 2003 




ERICRWINAKUR 
PRIMARY EXAhyilNER 



